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§ 1301.27 Separate registration by re-
tail pharmacies for installation and 
operation of automated dispensing 
systems at long term care facilities. 

(a) A retail pharmacy may install 
and operate automated dispensing sys-
tems, as defined in § 1300.01 of this 
chapter, at long term care facilities, 
under the requirements of § 1301.17. No 
person other than a registered retail 
pharmacy may install and operate an 
automated dispensing system at a long 
term care facility. 

(b) Retail pharmacies installing and 
operating automated dispensing sys-
tems at long term care facilities must 
maintain a separate registration at the 
location of each long term care facility 
at which automated dispensing sys-
tems are located. If more than one reg-
istered retail pharmacy operates auto-
mated dispensing systems at the same 
long term care facility, each retail 
pharmacy must maintain a registra-
tion at the long term care facility. 

(c) A registered retail pharmacy ap-
plying for a separate registration to 
operate an automated dispensing sys-
tem for the dispensing of controlled 
substances at a long term care facility 
is exempt from application fees for any 
such additional registrations. 

[70 FR 25465, May 13, 2005] 

§ 1301.28 Exemption from separate 
registration for practitioners dis-
pensing or prescribing Schedule III, 
IV, or V narcotic controlled drugs 
approved by the Food and Drug Ad-
ministration specifically for use in 
maintenance or detoxification 
treatment. 

(a) An individual practitioner may 
dispense or prescribe Schedule III, IV, 
or V narcotic controlled drugs or com-
binations of narcotic controlled drugs 
which have been approved by the Food 
and Drug Administration (FDA) spe-
cifically for use in maintenance or de-
toxification treatment without obtain-
ing the separate registration required 
by § 1301.13(e) if all of the following con-
ditions are met: 

(1) The individual practitioner meets 
the conditions specified in paragraph 
(b) of this section. 

(2) The narcotic drugs or combina-
tion of narcotic drugs meet the condi-

tions specified in paragraph (c) of this 
section. 

(3) The individual practitioner is in 
compliance with either paragraph (d) 
or paragraph (e) of this section. 

(b)(1) The individual practitioner 
must submit notification to the Sec-
retary of Health and Human Services 
stating the individual practitioner’s in-
tent to dispense or prescribe narcotic 
drugs under paragraph (a) of this sec-
tion. The notice must contain all of the 
following certifications: 

(i) The individual practitioner is reg-
istered under § 1301.13 as an individual 
practitioner and is a ‘‘qualifying physi-
cian’’ as defined in section 303(g)(2)(G) 
of the Act (21 U.S.C. 823(g)(2)(G)). 

(ii) The individual practitioner has 
the capacity to refer the patients to 
whom the individual practitioner will 
provide narcotic drugs or combinations 
of narcotic drugs for appropriate coun-
seling and other appropriate ancillary 
services. 

(iii) The total number of patients to 
whom the individual practitioner will 
provide narcotic drugs or combinations 
of narcotic drugs under this section 
will not exceed 30 at any one time un-
less, not sooner than 1 year after the 
date on which the practitioner sub-
mitted the initial notification to the 
Secretary of Health and Human Serv-
ices, the practitioner submits a second 
notification to the Secretary of the 
need and intent of the practitioner to 
treat up to 100 patients. A second noti-
fication under this subparagraph shall 
contain the certifications required by 
subparagraphs (i) and (ii) of this para-
graph. The Secretary of Health and 
Human Services may promulgate regu-
lations to change the total number of 
patients. 

(2) If an individual practitioner wish-
es to prescribe or dispense narcotic 
drugs pursuant to paragraph (e) of this 
section, the individual practitioner 
must provide the Secretary of Health 
and Human Services the following: 

(i) Notification as required under 
paragraph (b)(1) of this section in writ-
ing, stating the individual practi-
tioner’s name and DEA registration 
number issued under § 1301.13. 

(ii) If the individual practitioner is a 
member of a group practice, the names 
of the other individual practitioners in 
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the group and the DEA registration 
numbers issued to the other individual 
practitioners under § 1301.13. 

(c) The narcotic drugs or combina-
tion of narcotic drugs to be dispensed 
or prescribed under this section must 
meet all of the following conditions: 

(1) The drugs or combination of drugs 
have been approved for use in ‘‘main-
tenance treatment’’ or ‘‘detoxification 
treatment’’ under the Federal Food, 
Drug, and Cosmetic Act or section 351 
of the Public Health Service Act. 

(2) The drugs or combination of drugs 
have not been the subject of an adverse 
determination by the Secretary of 
Health and Human Services, after con-
sultation with the Attorney General, 
that the use of the drugs or combina-
tion of drugs requires additional stand-
ards respecting the qualifications of 
practitioners or the quantities of the 
drugs that may be provided for unsu-
pervised use. 

(d)(1) After receiving the notification 
submitted under paragraph (b) of this 
section, the Secretary of Health and 
Human Services will forward a copy of 
the notification to the Administrator. 
The Secretary of Health and Human 
Services will have 45 days from the 
date of receipt of the notification to 
make a determination of whether the 
individual practitioner involved meets 
all requirements for a waiver under 
section 303(g)(2)(B) of the Act (21 U.S.C. 
823(g)(2)(B)). Health and Human Serv-
ices will notify DEA of its determina-
tion regarding the individual practi-
tioner. If the individual practitioner 
has the appropriate registration under 
§ 1301.13, then the Administrator will 
issue the practitioner an identification 
number as soon as one of the following 
conditions occurs: 

(i) The Administrator receives a posi-
tive determination from the Secretary 
of Health and Human Services before 
the conclusion of the 45-day review pe-
riod, or 

(ii) The 45-day review period has con-
cluded and no determination by the 
Secretary of Health and Human Serv-
ices has been made. 

(2) If the Secretary denies certifi-
cation to an individual practitioner or 
withdraws such certification once it is 
issued, then DEA will not issue the in-
dividual practitioner an identification 

number, or will withdraw the identi-
fication number if one has been issued. 

(3) The individual practitioner must 
include the identification number on 
all records when dispensing and on all 
prescriptions when prescribing narcotic 
drugs under this section. 

(e) An individual practitioner may 
begin to prescribe or dispense narcotic 
drugs to a specific individual patient 
under this section before receiving an 
identification number from the Admin-
istrator if the following conditions are 
met: 

(1) The individual practitioner has 
submitted a written notification under 
paragraph (b) of this section in good 
faith to the Secretary of Health and 
Human Services. 

(2) The individual practitioner rea-
sonably believes that the conditions 
specified in paragraphs (b) and (c) of 
this section have been met. 

(3) The individual practitioner rea-
sonably believes that the treatment of 
an individual patient would be facili-
tated if narcotic drugs are prescribed 
or dispensed under this section before 
the sooner of: 

(i) Receipt of an identification num-
ber from the Administrator, or 

(ii) Expiration of the 45-day period. 
(4) The individual practitioner has 

notified both the Secretary of Health 
and Human Services and the Adminis-
trator of his or her intent to begin pre-
scribing or dispensing the narcotic 
drugs before expiration of the 45-day 
period. 

(5) The Secretary has not notified the 
registrant that he/she is not qualified 
under paragraph (d) of this section. 

(6) The individual practitioner has 
the appropriate registration under 
§ 1301.13. 

(f) If an individual practitioner dis-
penses or prescribes Schedule III, IV, or 
V narcotic drugs approved by the Food 
and Drug Administration specifically 
for maintenance or detoxification 
treatment in violation of any of the 
conditions specified in paragraphs (b), 
(c) or (e) of this section, the Adminis-
trator may revoke the individual prac-
titioner’s registration in accordance 
with § 1301.36. 

[70 FR 36342, June 23, 2005, as amended at 73 
FR 29688, May 22, 2008] 
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ACTION ON APPLICATION FOR REGISTRA-
TION: REVOCATION OR SUSPENSION OF 
REGISTRATION 

§ 1301.31 Administrative review gen-
erally. 

The Administrator may inspect, or 
cause to be inspected, the establish-
ment of an applicant or registrant, pur-
suant to subpart A of part 1316 of this 
chapter. The Administrator shall re-
view the application for registration 
and other information gathered by the 
Administrator regarding an applicant 
in order to determine whether the ap-
plicable standards of section 303 (21 
U.S.C. 823) or section 1008 (21 U.S.C. 958) 
of the Act have been met by the appli-
cant. 

[62 FR 13953, Mar. 24, 1997] 

§ 1301.32 Action on applications for re-
search in Schedule I substances. 

(a) In the case of an application for 
registration to conduct research with 
controlled substances listed in Sched-
ule I, the Administrator shall process 
the application and protocol and for-
ward a copy of each to the Secretary of 
Health and Human Services (Secretary) 
within 7 days after receipt. The Sec-
retary shall determine the qualifica-
tions and competency of the applicant, 
as well as the merits of the protocol 
(and shall notify the Administrator of 
his/her determination) within 21 days 
after receipt of the application and 
complete protocol, except that in the 
case of a clinical investigation, the 
Secretary shall have 30 days to make 
such determination and notify the Ad-
ministrator. The Secretary, in deter-
mining the merits of the protocol, shall 
consult with the Administrator as to 
effective procedures to safeguard ade-
quately against diversion of such con-
trolled substances from legitimate 
medical or scientific use. 

(b) An applicant whose protocol is de-
fective shall be notified by the Sec-
retary within 21 days after receipt of 
such protocol from the Administrator 
(or in the case of a clinical investiga-
tion within 30 days), and he/she shall be 
requested to correct the existing de-
fects before consideration shall be 
given to his/her submission. 

(c) If the Secretary determines the 
applicant qualified and competent and 

the research protocol meritorious, he/ 
she shall notify the Administrator in 
writing of such determination. The Ad-
ministrator shall issue a certificate of 
registration within 10 days after re-
ceipt of this notice, unless he/she deter-
mines that the certificate of registra-
tion should be denied on a ground spec-
ified in section 304(a) of the Act (21 
U.S.C. 824(a)). In the case of a supple-
mental protocol, a replacement certifi-
cate of registration shall be issued by 
the Administrator. 

(d) If the Secretary determines that 
the protocol is not meritorious and/or 
the applicant is not qualified or com-
petent, he/she shall notify the Adminis-
trator in writing setting forth the rea-
sons for such determination. If the Ad-
ministrator determines that grounds 
exist for the denial of the application, 
he/she shall within 10 days issue an 
order to show cause pursuant to 
§ 1301.37 and, if requested by the appli-
cant, hold a hearing on the application 
pursuant to § 1301.41. If the grounds for 
denial of the application include a de-
termination by the Secretary, the Sec-
retary or his duly authorized agent 
shall furnish testimony and documents 
pertaining to his determination at such 
hearing. 

(e) Supplemental protocols will be 
processed in the same manner as origi-
nal research protocols. If the proc-
essing of an application or research 
protocol is delayed beyond the time 
limits imposed by this section, the ap-
plicant shall be so notified in writing. 

[62 FR 13953, Mar. 24, 1997] 

§ 1301.33 Application for bulk manu-
facture of Schedule I and II sub-
stances. 

(a) In the case of an application for 
registration or reregistration to manu-
facture in bulk a basic class of con-
trolled substance listed in Schedule I 
or II, the Administrator shall, upon the 
filing of such application, publish in 
the FEDERAL REGISTER a notice naming 
the applicant and stating that such ap-
plicant has applied to be registered as 
a bulk manufacturer of a basic class of 
narcotic or nonnarcotic controlled sub-
stance, which class shall be identified. 
A copy of said notice shall be mailed 
simultaneously to each person reg-
istered as a bulk manufacturer of that 
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